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DETAILED ACTION 

This office action is responsive to communication filed 10/16/2006. Tlie status of 
the claims is as follows: claims 1-14 are undercurrent examination and claims 15-53 
are drawn to non-elected inventions. 

Applicant's election without traverse of Invention I in the reply filed on 10/16/2006 
is acknowledged. 

Claim Objections 

Claim 14 is objected to because of the following informalities: the claims recites 
"binds or an alpha-synuclein" instead of the word "to". Appropriate correction is 
required. 

Claim Rejections 
35 U.S.C. 103 

. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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cx)nsider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
either one of Yoshimoto et al (1995) or Walcabayashi et al (1997), in further view of 
Que et al (1988) and Cleland et al (1995). The limitations to the above claims are as 
follows: 1 ) a composition comprising an agent that induces an immunogenic response 
to alpha-synuclein and an adjuvant; 2) wherein the agent is an alpha-synuclein or a 
fragment thereof; 3) wherein the agent is linked to a carrier molecule to form a 
conjugate; 4) wherein the adjuvant is QS21; 5) a composition comprising an agent 
effective to elicit an immunogenic response against an alpha-synuclein component of an 
amyloid plaque in a patient; 6) wherein the agent is alpha-synuclein or a immunogenic 
fragment thereof; 7) wherein the fragment is NAC; and 8) the agent is antibody or 
fragment thereof that specifically binds to an alpha-synuclein component of an amyloid 
plaque. 

Yoshimoto et al disclose a method in which fragments of NACP, including a 
fragment consisting of amino acids 61-69 of NACP that corresponds to NAC residues, 
were used for the preparation of affinity-purified rabbit anti-NACP polyclonal antibody 
(see Materials and Methods). Wakabayashi et al disclose making an anti-NACP 
antibody that "was raised by immunizing rabbits with recombinant NACP" (see page 
46). Thus, the above references disclose antibodies that specifically bind to alpha- 
synuclein. This result would be expected to occur in vivo because such binding 
specificity is inherent in the art. Further, Yoshimoto et al disclose preparing ari antibody 
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against an immunogenic alpha-synuclein fragment that corresponds to NAC. These 
references do not teach the use of a carrier molecule to form a conjugate or expressly 
state the use of an adjuvant. 

Que et al disclose the effect of carrier selection on immunogenicity of protein 
conjugates in vaccines (see Abstract). Further, Cleland et al characterize the stability of 
the adjuvant QS-21 (see whole document). It would have been obvious to one or 
ordinary skill in the art to combine the teachings above in order to develop a 
pharmaceutical composition comprising a carrier molecule and QS-21. One would have 
been motivated to combine the teachings of Que et al and Cleland et al with Yoshimoto 
et al and Wakabayashi et al in order to increase the immune response to NACP or 
fragments thereof as well as to ensure a longer shelf life using a stable adjuvant. There 
would have been a reasonable expectation of success given the success taught by the 
prior art and both techniques are commonly known and widely used. Thus, the Invention 
as a whole was clearly prima facie obvious to one of ordinary skill in the art at the time 
the invention was made. 

CONCLUSION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michelle Horning whose telephone number is 571-272- 
9036. The examiner can nomially be reached on Monday-Friday, 8:30 am to 5 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for 
the organization where this application or proceeding is assigned is 570-272-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomnation for 
unpublished application is available through Private PAIR only. For more information 
about PAIR system, see htt://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 
866-217-9197 (toll-free). 

Michelle Horning 
Patent Examiner 
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